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In recent years, Adverse Drug Reactions occupy all kinds of media from time to 
time. In our country, the victims of ADR are often difficult to get satisfactory 
compensation. In the condition that the manufacturers, medical institutions, victims and 
other parties are no fault of the premise, who bear the damage that the victims suffered? 
How to deal with it? The existing laws and regulations of our country have made 
certain norms, and the practical circles are exploring actively, but there are still some 
fuzzy areas. Therefore, this article carries on the research to this topic. Starting from the 
basic concept of drugs and ADR, combing the current status of China's adverse 
reactions to the drug problem and clarify the adverse drug reactions elements of tort 
liability, and establish a sound mechanism to deal with ADR. 
This paper has four chapters, besides preface and conclusion. 
In the first chapter, we first define the basic concept of medicine, its classification 
and the major attributes. Then, leads to an overview of ADR, introduces the definition 
and content of adverse drug reactions, discusses three constituents of ADR - the drug 
quality, drug specifications, and the purpose of treatment which does not match. Finally, 
ADR was classified and compared with the neighboring concept. 
The second chapter summarizes the present situation of adverse drug reaction in 
our country. The monitoring mechanism of adverse drug reaction was sorted out from 
the aspects of the mechanism formation process, the content of the mechanism and the 
operation situation. Then, the status was summed up from the level of legislative and 
judicial practice e. And then, through the analysis, we can get a series of problems, 
which should be solved in dealing with ADR in our country. 
The third chapter mainly studies the composition of the civil liability for ADR. 
Through the analysis of violation of law in drug damage, it is concluded that violation 
of law should not be one of the constitutive elements of civil liability for ADR. Then, 














of presumption of causality, no fault liability are more in line with the actual on three 
elements of damage fact, causality and imputation principle. 
The fourth chapter analyzes the experience of the advanced countries and regions 
to deal with adverse drug reactions. Then, to deal with problems existing in our country, 
Suggestions are taken for reference in three aspects, including the legal responsibility to 
improve China's drug regulatory system, clearing adverse drug reactions responsibility 
and the construction of specific relief mode for adverse drug reaction in our country.  
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2016 年 7 月，国家食药监总局发布的《国家药品不良反应监测年度报告》
显示：2015 年，全国共收到 139.8 万份药品不良反应事件报告，同比增长 5.3%。
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